














及び OS を解析した．肝転移の有無では，PFS 期間の中央値は，なしが9.5か月，ありが５か月（P 
= 0.0386），OS 期間の中央値は，なしが41か月，ありが15か月（P = 0.0036）であった．前化学
療法の有無では，PFS 期間の中央値は，なしが12.5か月，ありが3.5か月（P < 0.0001），OS 期
間の中央値は，なしが41か月，ありが24か月（P = 0.0208）．多変量解析では，前化学療法歴の有


















分 泌 療 法 と し て，selective estrogen receptor 

















































い，500 mg を day 1, day 15, day 28に両側の臀
部筋肉内に注射し，その後は毎月１回同様に
筋肉内注射した．治療効果の評価は，Response 
Evaluation Criteria in Solid Tumors（RECIST）に
従い，血中腫瘍マーカーの変動を参考とした．
有害事象は，電子カルテの記載内容を参考に，
National Cancer Institutes Common Terminology 
















年齢（歳） 70（45 - 98）１）
再発 42例
Stage Ⅳ 9例
無再発期間（再発例，月） 103（12 - 216）１）


















































3.60，95% 信頼区間 1.535-8.472，P = 0.0034，
表３）．一方，肝転移ありが OS の唯一の独立
した予測因子であった（ハザード比 3.75，95%





P 値 0.92 0.72
臓器転移　あり 8.7% 52.2%
　　　　　なし 28.6% 64.3%
P 値 0.066 0.38
肝転移　あり 12.5% 50.0%
　　　　なし 20.9% 54.2%
P 値 0.56 0.83
肺転移　あり 5.9% 47.0%
　　　　なし 26.5% 64.7%
P 値 0.059 0.23
前化学療法　あり 4.7% 38.1%
　　　　　　なし 30.0% 73.3%
P 値 0.0161 0.0114
前内分泌療法　１ 15.8% 63.2%
　　　　　　　 ２以上 21.9% 56.3%

























































































































ハザード比 95% 信頼区間 P 値
肝転移あり 1.150 0.458-2.670 0.7544
前内分泌療法数が３以上 1.030 0.494-2.130 0.9409
前化学療法あり 3.600 1.535-8.472 0.0034
無再発期間が２年未満 1.080 0.526-2.362 0.8428
表４　OS の多変量解析結果
ハザード比 95% 信頼区間 P 値
肝転移あり 3.747 1.103-12.753 0.0348
前内分泌療法数が３以上 1.795 0.517-6.652 0.3590
前化学療法あり 1.520 0.365-6.066 0.5550










試験名・報告者 症例数 客観的奏効率 臨床的有用率 PFS 中央値（月） OS 中央値（月）
FALCON２） 462 46.0% 78.0% 16.6 報告なし
CONFIRM３） 362 9.1% 45.6% 6.5 25.1
FIRST４） 102 36.0% 72.5% 中央値に到達せず 報告なし
FINDER1５） 47 10.6% 46.8% 6.0 24.3
FINDER2６） 46 15.2% 47.8% 6.0 報告なし
上徳ら７） 27 11.1% 40.7% 7.0 報告なし











のない症例は，ある症例に比較して PFS と OS
期間はともに約２倍であり有意に延長していた
（図２）．また，前化学療法ないものは，ある
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Utility of fulvestrant in patients with advanced or recurrent breast cancer
Yusuke OHTA,  Junichi KUREBAYASHI,  Yuuna FUKUMA,  Emi KISHINO, 
Shiori KAWANO,  Ryohei OGATA,  Wataru SAITOH,  Yoshikazu KOIKE,   
Tetsumasa YAMASHITA,  Tsunehisa NOMURA,  Yutaka YAMAMOTO,  Katsuhiro TANAKA
Department of Breast and Thyroid Surgery, Kawasaki Medical School
ABSTRACT   Fulvestrant has been used for the treatment of postmenopausal patients with 
advanced or recurrent breast cancer in Japan for over six years. To investigate the utility of 
fulvestrant, we retrospectively reviewed electronic medical records and evaluated the responses 
of 51 patients with advanced or recurrent breast cancer treated with fulvestrant alone at the 
Department of Breast and Thyroid Surgery, Kawasaki Medical School Hospital between January 
2001 and December 2016. The median age of the subjects was 70 years old. Nine had stage 
IV diseases and 42 had recurrent diseases. Twenty-three patients had visceral metastases. 
The median follow-up time after the start of fulvestrant treatment was 18 months. The median 
number of previous endocrine therapies was 2. Twenty-one patients received chemotherapy 
previously. Three patients had a complete response, six had a partial response, 25 had a stable 
disease including 20 patients with a long-term stable disease, and 16 had progressive disease. 
The objective response rate was 17.6% (9 out of 51), and the clinical benefit rate was 56.9% (29 
out of 51). The median progression-free survival (PFS) time was 8 months. The median overall 
survival (OS) time was 34 months. To investigate predictive factors for response to fulvestrant, 
subgroup analyses were performed. For liver metastasis, the median PFS and OS time were 
9.5 and 41.0 months, respectively, in patients without liver metastasis but 5.0 and 15.0 months, 
respectively, in those with liver metastasis (P = 0.0386 and P = 0.0036, respectively). For 
previous chemotherapy, the median PFS and OS time were 12.5 and 41.0 months, respectively, 
in patients without previous chemotherapy but 3.5 and 24.0 months, respectively, in those 
with previous chemotherapy (P < 0.0001 and P = 0.0208, respectively). In addition, the Cox’
s proportional hazards model revealed that previous chemotherapy was only an independent 
predictive factor for PFS and that liver metastasis was only an independent predictive factor 
for worse OS. Although toxicities were recorded in 6 of 51 patients (11.7%), all instances were 
slight and no patient stopped fulvestrant therapy because of toxicities. In summary, fulvestrant 
therapy at our hospital provided a 17.6% objective response rate and 56.9% clinical benefit 
rate in patients with advanced or recurrent breast cancer. These results were similar to those 
reported previously. According to our subgroup analyses, fulvestrant was unlikely to be effective 
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